
United States Patkmt a ND TkAnFMAP K Office 



"■"«"■ Sta.c, PoCoi.t and Trademark Offioo 
Ad,,...: gJ^M-™ arPA™™ AND TRADEMARKS 
www.nspto.gov 




23492 7590 07/02/2002 

ABBOTT LABORATORIES 
DEPT. 377 - AP6D-2 
100 ABBOTT PARK ROAD 
ABBOTT PARK, IL 60064-6050 



FIRST NAM ED INVENTOR 
PATRICIA BILLING-MEDEL 



ATTORNEY DOCKET NO. 
6104.US.OI 



5920 



EXAMINER 



NICKOL, GARY B 



ART UNIT 



PAPER NUMBER 



1642 

DATE MAILED: 07/02/2002 



Plea* find below and/or attached an 0ffiM commun , catlon concem . ng |h _ s appi . cation or procMdmg 



PTO-90C (Rev. 07-01) 



Office Action Summary 



*-*HH»*iaiion no. 

09/092,296 
Examin r 

Gary B. Nickol Ph.D. 



Applicant(s) 

BILLING-MEDEL ETAL. 



Art Unit 



« The MAILING DATE nf L Gaf V B - N 'ck ol Ph.D. 164J> 

A QUHDTrMrrx — . v 



1*3 Responsive to communications) filed on 07June2002 
**m This action is FINAL. o M n tk- 

3)(~l <?inr«th- Th| s action is non-final. 

m 2 * U1 «** "» h .he app„ca„o„. 

6) L3 Claim(s) 35-45 is/are rejected. 

7) D Claim(s) is/are o5jected to 

A P pSio C n SUbj6Ct f ° reStriCti ° n and/0r el -tion requirement. 
90 The specification is objected to by the Examiner 
10)U The drawing(s) filed on is/arp- a in r-, 

-.□^ Pr ppp Sed v dra j fl ,he ::;r te he,d h r ~ - - - 

)U The path pr declare.™ „ p bjected lo by , he Examin(>f 

Pnonty „„<|e, 35 U.S.C. §§ 119 and 120 

'3)d *<*nn«/ledgmentrsmadeofai-ls.imw ( 

Certified C p pies „ ta prior% documente ^ ^ 

a) U The translation of the foreian lann,,^ • ■ ' & 119 ( e H»o a provisional application) 

ISO Acknowledgment is made of a Z I Zl T "T™* a?Mon has bee " received 
Attach^ 3 C ' aim f ° r d0mest,c Parity under 35 U.S.C. §§ 120 and t 121 

1) □ Notice of References Cited (PTO-892) _ 

LJ Notice of Draftsperson's Patent Drawing Review (PTO oak 4) H lnterview Summary (PTO-413) Panor Mn/o 

^^^State^ 5, □ Notice of informa, Paten, t^^Z^ 

*■< Pnti.nl ■ ■ i IT ■ — ' DJ L I Othftr - ' 



I ( ri u-7449) Paper No(s) „ n r,r 

US. Patent and TraaemaTkolfe ' ^ 0ther 

PTO-326 (Rev. 04-01 ) 

Office Action Summary 



Part of Paper No. 26 



Application/Control Number: 09/092,296 
Art Unit: 1642 



Page 2 



Continued Prosecution Application 

The request filed on 06-07-02 for a Continued Prosecution Application (CPA) under 37 
CFR 1 .53(d) based on parent Application No. 09/092296 is acceptable and a CPA has been 
established. An action on the CPA follows. 

Claims 7-10, 13, and 35-45 are pendmg. Claims 7-10, and 13 have been withdrawn from 
further consideration by the examiner under 37 CFR 1.142(b) as being drawn to non-elected 
inventions. Claims 35-45 are currently under consideration. 

The text of those sections of Tiflp 1* tt «: n^A^ * • ■ _. . . 

uons oi title 35, U.S. Code not included in this action can be found in a 

prior Office Action. 



Specification 



The specification remains objected to with regard to the use of trademarks (Paper No. 16, 
page 2) . The use of trademarks such as REDICOL disclosed on page 61, line 34, of the 
spedfication has been noted in this apphcatio, It should be capitalized wherever it appears and 
be accompanied by the generic terminology. 
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Priority 

It is maintained that all pending claims of the present application will receive a priority 
date of June 5, 1998, the effective filing date for the reasons of record in Paper No. 16, page 3. 
Applicants have not provided evidence to the contrary, and the effective priority date remains at 



6-5-98. 



REJECTIONS MAINTAINED 

Claims 38 and 41 remain rejected under 35 U.S.C. 112, first paragraph for reasons of 
record in Paper No. 16, page 4 with regard to epitopes. Applicants argue (Paper No. 20, page 8) 
that new claims 35-45 do not include percent identity language and that the new claims are in 
condition for allowance. This argument has been considered but it not found persuasive. 
Applicant has not amended the claims comprising epitope language. Thus, applicants arguments 
have not been found persuasive, and the rejection is maintained. 

Claims 35-45 remain rejected under 35 U.S.C. 101 for the reasons of record in Paper No. 
16, pages 6-9. 

Applicant's argue (Paper No. 20, page 8) that the Examiner states that the specification 
teaches general utility for the invention, not a specific utility and that these claims have been 
cancelled. This argument has been considered but it not found persuasive. Cancellation and or 
amendment of the claims does not resolve the issues of utility. Also, the previous rejection did 
not state that a "general utility" of the invention existed. The rejection stated that the claimed 
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invention was not supported by a specific asserted or well established utility and that for the 
reasons set forth, credibility of any utility could not be assessed. 

Applicants further argue that the specification teaches that the claimed gene products 
detected themselves in lung samples but not in non-lung RNA samples, thereby establishing that 
lung tissue is the host tissue of the claimed gene products. This argument has been considered 
but it not found persuasive. Evidence that the claimed gene products are exclusively expressed m 
lung tissues does not alone provide a basis for assessing utility since it is not clear how such 
differential expression will be applied as a real world utility. 

Applicants further argue that the detection of the claimed gene products outside 
(emphasis added) their host lung tissue, is diagnostically useful because it indicates that the host 
Ussue is in a diseased state. Th 1S argument has been considered but it not found persuasive. 
There is nothing in the specification to indicate that the claimed products are detected outside 
their host lung tissue. The disclosure only teaches differential expression of mRNA from various 
tissue extracts (Figure 3). Applicants also argue that the polynucleotides are of interest when 
they are overexposed in a tissue or body compartment where their normal occurrence is very 
low or non-existence wherein such overexpression indicates that a disease has altered the 
polynucleotides so that they escape from their host tissue (in this case lung tissue) into other 
areas of the body. This argument has been considered but it not found persuasive for reasons of 
record. There is no evidence to suggest that the claimed polynucleotides are overexpressed in 
lung tissues. 

The specification essentially gives an invitation to experiment wherein the artisan is 
invited to elaborate a functional use for the disclosed polynucleotides. Because the claimed 
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invention is not supported by a specific asserted utility for the reasons set forth, credibility of any 
utility cannot be assessed. Thus, applicants arguments have not been found persuasive, and the 
rejection is maintained. 

Claims 35-45 remain rejected under 35 U.S.C. 1 12, first paragraph. Specifically, since 
the claimed invention is not supported by either a specific asserted utility or a well established 
utility for the reasons set forth above, one skilled in the art clearly would not know how to use 
the claimed invention. 

Claims 39-41 remain rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention for the reasons of record with regards to "encodes an open 
reading frame of at least 5 amino acids" and "encoding at least one epitope" in Paper No. 16, 
pages 10-13. 

Applicants argue (Paper No. 20, page 9) that the claims have been cancelled and that new 
claims 35-45 do not contain "percent identify" language. This argument has been considered but 
it not found persuasive. The written description rejection still applies to the encoding language 
of epitopes and minimally expressed amino acids for the reasons of record. Thus, applicants 
arguments have not been found persuasive, and the rejection is maintained. 
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NEW OBJECTIONS 

Claim 45 is objected to for reciting nucleotides "5 1 8-284". For the purposes of this 
Action it was assumed that Claim 45 was drawn to nucleotides "5 1-284". Correction or 
clarification is required. 



All other rejections/objections are withdrawn in view of applicants amendments there to. 

Conclusion 

This is a continuation of applicant's earlier Application No. 09/092296. All claims are 
drawn to the same invention claimed in the earlier application and could have been finally 
rejected on the grounds and art of record in the next Office action if they had been entered in the 
earlier application. Accordingly, THIS ACTION IS MADE FINAL even though it is a first 
action in this case. See MPEP § 706.07(b). Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no, however, 
event will the statutory period for reply expire later than SIX MONTHS from the mailing date of 
this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gary B. Nickol Ph.D. whose telephone number is 703-305-7143. 
The examiner can normally be reached on M-F, 8:30-5:00 P.M.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony Caputa can be reached on 703-308-3995. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-305-3014 for regular 
communications and 703-308-4242 for After Final communications. 

Any inquiry of a general nature or relatmg to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 



Gary B. Nickol, Ph.D. 

Examiner 

Art Unit 1642 

GBN 

July 1,2002 
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